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I Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed 0 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 



Description, Pages 

1-10 as originally filed 

Claims, Numbers 

1 -34 received on 11 .1 0.2004 with letter of 1 1 .1 0.2004 

Drawings, Sheets 

1/7-7/7 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and&r 55.3). 

3. With regard to any nucleotide andfor amino acid sequence disclosed in the international application the 
international preliminary examination was earned out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 

III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
S claims Nos. 1-22 

because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

£3 the description, claims or drawings (indicate particular elements below) or said claims Nos. 1 -22 are so 
unclear that no meaningful opinion could be formed (specify): 

see separate sheet 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 23-34 

No: Claims 

Inventive step (IS) Yes: Claims 

No: Claims 23-34 

Industrial applicability (IA) Yes: Claims 23-34 

No: Claims 

2. Citations and explanations 



i 
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I 

Re Hem ( II 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

The amendments introduced in claim 1 with letter of 1 1 .10.2004 render the subject- 
matter of said claim so unclear that it is not possible to give a reasoned opinion on the 
novelty, inventive step or industrial applicability of the claimed subject-matter. 
The reason therefore is that in amended claim 1 the applicant attempts to define the 
stent assembly by defining process steps of its method of manufacture rather than 
clearly defining the apparatus in terms of its technical features. The intended limitations 
are therefore not clear from this claim, contrary to the requirements of Article 6 PCT. 
At the moment, the only deriving technical features that the skilled person can consider 
to be implied by the definition in the characterising portion of amended claim 1 are that 
the fabric has a tubular shape with an inner diameter smaller than the outer diameter of 
the stent in its unexpanded condition. 

The attention of the applicant is drawn to documents WO 02 24247 A (D3) and WO 02 
49535 A (D1), which appears to be very relevant for the subject-matter of amended 
claim 1 (see in particular in D3, from line 18, page 13, to line 17, page 14; page 18, 
lines 12-21; page 29, lines 15-30; in D1, see in particular page 16, lines 12-23) 
Claims 2-22 also don't meet the requirements of Article 6 PCT, due to their dependency 
from claim 1 . 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1 . Document WO 02 24247 A (D3), representing the closest prior art, discloses a 
method of manufacture of a stent assembly comprising the steps of manufacturing 
the stent and applying a cover to the stent (see from line 18, page 13, to line 17, 
page 14) wherein the cover is preformed into the shape of a tube before the cover 
is applied to the stent (see page 18, lines 12-21; page 22, lines 14-15; page 29, 
lines 1 5-1 9 page 51 , last paragraph) the step of applying the cover to the tube 
comprising placing the unexpanded stent into the cover tube, the cover tube 
having an inner diameter which is smaller than the outer diameter of the stent 
when the tube is placed on the stent to achieve an inward gripping action of the 
cover tube on the unexpanded stent (see page 29, lines 19-30). 
The method of manufacture of the present international application differs from 
the method described in document D3 in that the cover of the stent assembly is a 
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fabric. 

The use of a cover with the openness of the fabric construction provide a stent 
assembly which characteristics may be better varied to suit the circumstances and 
the special medical application (for instance vessel with side branches or not). 
However, the method defined in claim 23 of the present application cannot be 
considered as involving an inventive step (Article 33(3) PCT) because the use of a 
fabric cover in the manufacture of a similar stent assembly has already been 
disclosed in document WO 02 49535 A (D1) (see in particular page 16, lines 12- 
23). 

Therefore, the present application does not meet the criteria of Article 33(1) PCT, 
because the subject-matter of claim 23 does not involve an inventive step in the 
sense of Article 33(3) PCT. 

2. Dependent claims 24-34 do not contain any features which, in combination with 
the features of any claim to which they refer, meet the requirements of the PCT in 
respect of inventive step, the reasons being as follows. 

The additional features of claims 24, and 32-34 have been disclosed in document 
D3 as well (see page 29, lines 15-39; page 13, lines 20-28; figures 1 1a-12b; page 
52, lines 9-15). 

The feature of dependent claim 25 is merely one of several straightforward possi- 
bilities from which the skilled person would select, in accordance with 
circumstances, without the exercise of inventive skill, in order to solve the problem 
posed. 

The features of dependent claims 26-31 are known from document D1 (see in 
particular page 3, lines 1-3; page 16, lines 21-23; page 25, lines 9-19; see also the 
examples from page 26 on). 

Further observations 

Contrary to the requirements of Rule 5.1(a)(ii) PCT, the relevant background art 
disclosed in the documents D1 and D3 is not mentioned in the description, nor are 
these documents identified therein. 
• Independent claims are not drafted in the two-part form in accordance with Rule 
6.3(b) PCT, with those features known in combination from the prior art (document 
D1) being placed in the preamble (Rule 6.3(b)(1) PCT) and with the remaining 
features being included in the characterising part (Rule 6.3(b)(ii) PCT). 
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